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BY FACSIMIL E/CONFIRMATION COPY B Y MAIL

Mr. Timothy A. Ulatowski

Director, Office of Compliance

Center for Devices and Radiological Health
Food and Drug Administration

2094 Gaither Road, Room 244

Rockville, Maryland 20850 HFZ-300

Dear Mr. Ulatowski:

Enclosed are communications sent by two reprocessors, notifying customers that FDA
has determined that devices reprocessed by them are not considered to be substantially
equivalent to cleared devices. SterilMed, Inc. and Vanguard Medical Concepts, Inc. sent the
notices. Both are challenges to FDA, defying the agency in two important ways.

First, the communications declare that their products are safe and effective,
notwithstanding that FDA has not found their products to be substantially equivalent to any
predicate devices. Products which are not substantially equivalent to predicate devices are
adulterated if they are introduced into interstate commerce without premarket approval by
FDA. See 21 U.S.C. § 351(f)(1XB); 21 U.S.C. § 360c(f). Is FDA willing to permit recalled
products, adulterated products, to be called “safe and effective?” Is it not presumptuous for
these companies to tell the hospitals that they need not be concerned because FDA will soon
agree to allow the affected products to return to the market?
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Second, the communications make no effort to comply with FDA's recall regulations.
We understand that FDA has said the withdrawal of these NSE devices possibly may not be
viewed to be a recall. Irrespective of that, there is doubt that the devices are adulterated. FDA
at minimum should require that there be respect for 21 C.F.R. § 7.49 (c)(2), which specifically
directs that “[t]he recall communication should not contain irrelevant qualifications,
promotional materials, or any other statement that may detract from the message.” Both
communications show no regard for this direction by FDA. In fact, the communications are
promotional.

The SterilMed notice tells the hospitals “For over 90% of the devices reprocessed by
SterilMed, there was no change in status.” It goes on to say “it is important to note that these
devices were previously cleared by the FDA and were found to be safe and effective as the
original devices. Therefore, patient safety is not an issue.” And the reason for the recall is
obfuscated: “Since the affected devices no longer have 510(k) clearance, we are voluntarily
removing them from the market in order to eliminate any confusion that this situation may
create.” However, the purpose of the recall is not to eliminate confusion.

Vanguard tells the hospitals that it “remains confident each of these devices is safe and
efficacious for patient use based on our proven track record and the science behind the initial
FDA 510(k) clearance.” The company adds: “rest assured the Vanguard products on your
shelves are safe and deliver the highest quality patient care.” These are strong words of
support for adulterated devices.

SterilMed and Vanguard do not agree with FDA’s decision that their products are not
substantially equivalent. This is evident in their communications, which are contemptuous of
the law and regulations that FDA is bound to enforce. The appropriate agency response isto
require prompt corrective messages from these compamcs, or for FDA itself to issue :
corrections.

Thank you for your attention to this matter.

Sincerely,

ames R. Phelps M

JRP/IMT/cld
Enclosures



Modicsl Drvios Anpracessing
Small Equipmownt & sstrusent Repaic

November 2004 el
To: Materizis Management, Operating Room, KP Lab and GI Lab Persound

Subject: Vohntary markst withdrawal votification

As you may know, 85 part of its implementation of the Medical Device User Fee and Modernization Act (MDUFMA), the
FDA recently sunounced decisions regarding the 510(k) clearance of devices reprocessed by SterilMed, For over 90% of
the devices reprocessed by SterilMed, there was no change in status. For the remaining devices, the FDA issued non-
substantially equivalent (NSE) letters or SterilMed removed the devices from finther consideration. SterilMed will nsed
to provide additional technical information to the FDA in order to obtain 510(k) clearance for the NSE devices. Until we
bave that clearance, we are putting the affected devices on a rogulatory hold, i.e. we will suspend reprocessing until
further notice. However, it is important to note that these devices were previously cleared by the FDA and were found to
be as safe and offective as the original devices. Therefore, pationt safety is not an issve.

An acconnt-specific list of affected dovices is provided in the attached list,

On Tuesday, November 2, 2004, we stopped shipping both the affected devices. Any purchase orders you may bave had
in process have been adjusted accordingly. NOTE: this voluntary merkst withdrawal does not affect any open but cnsed
devices reprocessed by SterilMed.

How Yo Are Affected

Since the affected devices no longer have 510(k) clesrance, we are voluntarily removing them from the market in order to
eliminate any confusion that this simation may create. Our sales representstives and On-Site Technicians (OSTs) will
oontact you in the next few days to arrange to have these devices retumned to SterilMad. In the meantime, we will
continuse to collect the NSE devices so that we can protect your savings for the future.

Next Steps
To facilitate the withdawa) of affected devices from your inventory, please take the following steps:

1. Rewove all affected devices from your shelves (see attached list). Hold them so that they can be returned 1o
SterilMed. (NOTE: the complete list of affected model numbers can also be found on the custamer log-in portion
of our website at www sterilmed.com. Log into “My SterilMed” and you will find the .FDF file entitled,
“SterilMed NSE and removed davices 11.2004" in the “Customer Doonments”™ area.)

2. Compiete the attached Business Reply form and FAX it to SterilMod Customer Service at (763) 488-3350.

3. [If your fucility has any affected product in its inventory, your SterilMed sales representative will be in touch shortly
to coordinate with you to identify, collect and ship back the affected devices from your account. You may also
contact your Custorner Service Specialist at (888) 541-0078 to obtain more information. You will receive credit for
all retumed devices.

‘We appreciate your business and the opportunity to serve you. Should you have any questions, or receive information
from the ariginal equipment manufacturer (OEM) that concemns you, please feel free to contact Doug Pletcher at (763)
488-3446 or Cathy Futrell at (763) 488-3442,

Sincerely,

Ieff Neicki

Jeff Neichin

Vice Prosident, Sales and Marketing
SterilMed, Inc,

11400 73rd Avenue North, Suite 100 € Mapie Grove, MN 55388 <> Phone: (888) 856-4870 < Fax: (763) 488-3350
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EQUIPMENT HAZARD NOTIFICATION PROGRAM

(ALERTS)
Department: OR, ECHOR, ER,, Ceatral Sve, Outpt. Surgery Ctr,
UHC Purchasing, GY Lab, CH GI Lab, Caxdiovascular Lab
FDA/RCRIS: Mtr 04-40
Date Sent: 127273004
Alerth: 04-40

Hazard Classification: Serlous
In compliance with Medical Center Policy T-23, we are alerting you to a poisible equipment/product hazard as noted below. Thank
you for your prompt atteation in this matter,

Please chack this recall alert and remove from service any equipment/product that is listed.
Take such actions as sre appropriate, and document them below.

Eol o8 ol

Complete and return this notice to the Offioe of Loss Control & Safety 10
PLEASE NOTE: if you know of any department or ares not listed abave which should receive this notice pleass jot it down
on this form.

____ Noaction required. (You don't have any of the devica/products identified in the alert)
Action required/taken:

D Item(s) have been returned to manufacturer/sales representative.

D Item(s) need to be picked up for return to manufacturer, Original P.O. #

D Other action taken or required. Describe:

NAME DEPT. DATE:

SEE BQUIPMENT/FRODUCT DESCRIPTION ON NEXT PAGE

For MS&D usa only: Above item(s) returned by on

e Saad d o




VANQUARND

November 11, 2004
Dwar Venguard Customer,

As you are awere during the pest yeur Vanguard end the rest of the reproocessing indumtry have
086N working to meet the rpauremaents of the Madioal Device User Fee and Moderrization Act 0f
2002 (MDUFMA). Prior to the Dasasage cf this legisistion, the FDA had oleared our products for
rmerkating through ite 810(k) clesrance process.

MDUFMA aided a second round of scrutiny that involvec submitting supplementsi valiaston
submissions (SVS) to the FDA for dettain devices that fud sireedly received S1C(k) claarenos.
vanguard has baen extramely diligent in this mstter end hes met every deadiine required ty the
EDA, .

Now that the 'atest MDUFMA review is completed, we're pleassd to telt you that 08.9% of
varguand's procuct offerirgs are legally marketabls. However, Vanguerd and the other mejor
resrocessors (i the industly did ot recsive clearsmoe for il devices that frequined submmeich cf
ar SVS.

Along with (he rest of the industry Vanguernd s warking with the FDA on the remminng few
devioss Still no! cleared, We Dok forward to & prompl resdiution: of the issue, and we fully expect
O retum those Gevioss 10 the markat in the netr Ltum,

Vanguard remsing conficent sech of these deviess s sate and efMcacious for patient use base!
ON our proven track record And the science behing the nibe: FDA 510(K) ciesrence. in the
mesntime, we are voiuntarly withcrawing from the maset those devioss thet have not vel
received Clearance, whiie we provide FDA with answers to addtional technical questions. You
mmmrmmnav-wmmrm,gnwimwm.mmhm

1
]

You anould have or shatly will have the detals of this veluntary mandet withdrews!. We
appreciate your coaperstion, apologize for any inconveniance and gsaure you that we are
workir.g ciligenty to resoive the resue a8 Quickly 8¢ dossibie.

Wtth more tham 7,000 lagally marketsbin reprocessed products in. our catsiog. resT assuted the
vanguard products on your shaives are safe 800 duliver e highest custly patient care

Thank you Jor yoJr centinued suoport and coridence in Vanpuerc and (he reprocossing
noustry.

Sincerely,

Charles A Masgk
Chief Executive OMicar




MEDICAL DEVICE VOLUNTARY MARKET
WITHDRAWAL. NOTIFICATION

' PRODUCT
REASON

ACTION
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| kst of sffacted product coces on page 4).
!

trocars end uttrasonio sceipeis.  Vanguard is voiuntanly

withdrewng thess prodiscts 3¢ a result of reosiving Non-Substantially
Equivaient (NSE) letters or: the Supplemertal Valdation Sybrmiesions
(SVE) that & sudmittad pursuant 1o the Medioal Daviea User Fee and
Modernization Act of 2002 (MDUFMA)  However, piesse be swere that,
priof to the pansege of MDUFMA, Vanguard manufactured trocers and
ultzaxonic scaipely ware determined by FDA 10 be as safe and effective
‘uwmlmmmwuwsmwswmmm!

Process. i ‘

Vanguerd will ot ship these products unti suoh time B8 we oan provide: |
ammbMMFmtcpﬁulaummmm i
Clnarente.

|
1. immedistely examing your inveniory of Vanguard trocars and
- ulirwsonic sosipeis. |
2. - Removs and quaranting si! effectsd producta. {
3. Compiete the sttached Action Acimowiedgament Form (page |
3 & 4 attached). if your faciiily hes any affectad product in
inventory, please specify the quantity of ewch affecled produst
vode on the sttachad product list (Part i of the Action '
Acknowdedgement Form). This form must be compieted and
retumed 1o Vanguard, bscsuse Vanguerd needs to document
i your redeigt of this notificalion along with the type and
number of units thet you will be retuming to Venguerd.
Pioase FAX the Action Acknowlfedgerent
Form o Lees Rose, guard Medicel Concepts, inc., of
802-904-2334, }
4, Ship all affected product baok fo Vanpuars using the
foflowing shipping informatioa: !
Vanguard Medical Concapts, Inc.
Attn: Lee Rosa
5300 Reglon Court
Lakelend, FL 33815-3113
5. Representatives from Venguard Medical Concepts, Inc. can
exsist you, if needed, in ralurning all affecied praducts to
i Venguard and compileting the Action Acknowledgement

i
i
| Vanguard le conducting & voluntary mariet withdrawa! of Vanguard X
| manufectured i
\

[T -,

— e 4 e o = o ae

i OTHER
; INFORMATION
i

|
! Formn, i
i
Venguard will process your return end isaue facility credit for the :

retumed devioes s soon es we have received both the compisted

Aotion Acknowiedgement Form and Lhe affecied devices. X
Pisase share thia information with gli appropriate steff st your facittty. |
i you have sdditionsl questions about this action, please zontact Lee H

R ) 887-8073,




NUMBER: 200411112429
TALLAHASSEE MEMORIAL HOSPITAL

1300 MICCOUSKEER ROAD
CITY, STATE, 2P TALLALASSLLE, 1. 32308

PART II: LIST OF AFTECTED VANGUARD DEVICES

Qrigina | Catalogy
M. No Deucription M

®THIOOT Optical Trcer with Non-Slaced Obturstor, Handled 9moot Blewve, 75
ETHICON JSONLT * 8mm Ortizel Trocer w/on-8isoad Obusstor, Non-Hended Smblitty Slesve. * 30mm

ETHICON J36NET I&M‘ Optionl Trocer wiNon-Bladed Obarator, Non-Handied Stabiity Steeve, TSmm
ETHICON [350L Qptical Trocar witionsinded Qbtirsier, Non-Hendied Smooth Sleave 100mm
ETHICCN 3508 qw» Opical Trocer wiNon-S'udee Obisrator, Nen-Hancied Smootn Steeve. TSmim

ETHICON JOVINT  [10/11mm Optice! Trooer wNon-Bisted Chixaior, Non-Handied Stabitty Siseve. 100MM

ETHICON 15110 10/ 11mm %mmmgwwmm $00mm
ETHICON [6128 10712mm Giurt Tio Trocar 100mm. win

ETHICON Y8 1ENT 1 t2mm Trover wiNon-Blased Oblurtor. Noo-Hended 'ty Sieeve, 100mm

ETHICON |O120N tmmvmmmm.mmmm
rCON j398L omm Pyromidal Biede Troor Smooh Sivove, 1 .

BTHICON Smm Diatng T Tropar Sesve, 100mm

ETHICON |358(M Dilating Tip Trocar Smooh Sieeva ‘00mm

{Senm Daatng T Trocer ntoprated Stebiilty Threads, 72mm
10/43awm 18l Blade Trocw” Smoot Eseva, 100mer
/1 mm Tip Trocwe St Eleavs, 100mm
1719mm Orating Tl Trocar Smookh Slesve. 400mm
10M2mm idel Biate Trocer Smooth Siasve, 100mm
1er12mm O Tio Trneor Stadilty Steeve, 100mm
1012mm i.afng TIp Trocar Smocth Sieeve, 100mm
10r12mm m Tip Trocer &mooth Siauve, 150mm

7 /8rorm Dileng T Trocer Stetsifity Sieave, 100mm

iSmm Adjusteble Btablily Thvesd
8 1/11mm Adj e Siabily Threed
STHICON JT812 16/ 12mm Adjusiabie Stebilly Threed

ETHICON [CO14C_[Sram Ooeguieting Shears Boswor Grip. 14cm loag Curved Acive Blade

ETHIDON [CE2C Cosgutetng Snesre Scissor Gnp, ﬁmwamm
ETHICON JLCSBY E Cosguasng Shenrs Plstol Grp, 38am long Bt Actve Biade

ETHICON [LCSCE  J3mm Shaurs Piwic Qrip, 2em Qurveq Active Rlude
=YHICON ILCEBKS  [8mm Conguiatng Sheers Patol . 38am long Krie-Down active e

Please list the Acknowledgment Number found st the top of this form ox the outside of all shipping boxes used
ta comply with this request. Pleuse include a copy of the Actios Acknowtedgement Form (Part ) and a list of
retarned products (Part IT) within the box.




NUMBER: 200401112429
OMER NUMBER: FL2I0STMH
STOMER NAME: TALLAHASSES MEMORIAL HOSPMITAL
1300 MICCOUSKER ROAD

CITY, STATY, 207 TALLALARSKE, /1, 32308

PART I1: LI1ST OT AFFTRECTLED VANGUARD DEVICES

Origine. | Catalon
Mp. No Doscription fOuwmity
ETRIOOHN rm Opfical Trocer with Hon-Bladed Otaretar, Hardied Smootn Dwwve, 75mm
ETHICON |SSNLT * Jtinm Opiiasl T-ocer w/hion-Blaset Obturaior, Non-Hendad Sudifly Sesve, 1 0mm

ETHICON J36NST Im Optionl Trooer wiNon-Biadec Obturater, Non-Handied Subiity Sieeve, Tamm
ETHIOON (9801 Opties: Trocar wiNon-iaded Qbiuraiar, Non-Hended Brmooh Slesve 100mm

ETHICCN 3508 jomm Opteal Trocer w/Non-B'aoee OBrasr. Non-Hancieo Smooth Seeve, 785mm

HICON J81INT 10/19mm Optics! Trooer wiNon-Eiated Qbturstar, Non-Handied S:abiity Siawve. *00mm
BTHICON (5110 [10/11mm Optical Trocsr wiNor-Binded Cbareir, Nen-Hanvded Smooth Slewve, 100mm
ETHCON 812810772 Giurt Tip Trocar T00mm. win Pl —

ETHICON J812NT 1012 Opticel Trooer wiNon-Blaged Obtureir Non-Hended m@_wm

HICON [8120N  $10/12mm Optical Traver w/NoreBiaced Obtlaster, Non-Handied Smocth Sinwve, 100my

ETHICON {3080 omm Pyromidat Siede Troosr Smoot Sleova, 100mm
ETHICON |388L0  jomm DHatng Tio Troow' Sisova, 100mem

ETHICON [338LM Diating Tip Trocar Smooth Siesva 100mm
ETHICON Bmm Biade Trocer 9mooh Eeeve, TIum

ETHMICON [3688D {4 Diletng T Trocar Hlesve,

BTHICON [3558M Okuing T Trocar Smooth Slewve, 78nm

ETHICON 3587 lﬂm Pyramidel ammwwmm.m
ETHICON [SASTIM  }5mm Diltng Tip Trocsr nisgrated Swbilly THNRAS, 78mm

|ETHICON 5118 1¢/1%9am m.mt Bade Troca Smoot & eeve, 1000

ETHICON [B1150 114 amm Tip Troewr Sloave, 100mm

ETHICON {16118 §10/119mm Orating Tio Trocar Smocth Slewve. 100mm
ETHICON }5128  ° J10/42mm Pyramidel late Trocer Simocth Sieava, 100mm
ETHICON 181250  Jitr12mm Tio Troear Stsbilty Staeve, 100mm

ETHIOON |2 129 iMMﬁﬂ!MTWMSM 100min

ETHICON 8120  bri2mm Deating Tip Trocer Smooth Staeve. 180mm

ETHICON /8 Diigeng T Trocsr Stabiily Sleava, 100mm

[ETHICON [T386___ mm Adiustybie Stebialy rvead

ETHICON JT811 10/1imm Adjustable Stabiity Threed

STHICON JT512 16/ 12mm Adjusiabie Swaiity Thresd

[Urasone Scaoes

ETHICON JCS14C  3mm Shears Bdewor Grip. 14cm lovg Curved Acive Blade

ETHICON [C8C Coaguintng Shssrs Saseor Onp, 23am long Curved Acive Bibde
HICON 1LCSES  Jamm Coaguiesng Shews Piyto Gnp, 38em tong iunt acthve Biace

ETHIZON {LCSCS Shews Piwic Grip, 28em long Cirved Actve Rinde

[ETHICON JLGBKA  |Smm Conguteting Shears PIsol Caip. 35am tong Krite-OoWn AGlive Biece

Please lst the Acknowledgment Number feund at the top of this form on the outside of all shipping boses used
to comply with this request. Plouse include 3 copy of the Actios Achknowlsdgement ¥orm (Part I) and a dst of
retorned products (Part 1T) within the bax.
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